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(A) Enforcement Policy. The purpose of the enforcement program of the Agency isto promoteand
protect the radiologica health and safety of the public, including employees hedth and safety, and the
environment by:

(1) Ensuring compliance with regulations and conditions of license;

(2) Obtaining prompt correction of violations and adverse qudity conditions which may affect

sdfety;

(3) Deterring future violations and occurrences of conditions adverse to qudity; and,

(4) Encouraging improvement of licensee, registrant and vendor performance, and by example,

that of indugtry, including the prompt identification and reporting of potentia safety problems.

Conggtent with the purpose of thisprogram, prompt and vigorous enforcement action will betaken
when dedling with al persons who do not comply with regulations. In no case will licensees who do
not achieve and maintain adequate levels of protection be permitted to conduct licensed activities.

(B) Grounds for Suspension of a License or Certificate of Regisration or |ssuance of an Order to
Immediatdly Cease Activity. In accordance with M.G.L. c. 111, 8§ 50, the Commissioner may

summarily suspend alicense or certificate of registration or order immediate cessation of an activity,
without aprior hearing, whenever the Department finds that public hedlth, safety or the environment
would be threatened by delay inissuance of an order. A facility or person may not operate during the
period of asuspension of hig/its license or certificate of registration and may not conduct a prohibited
activity after notification of an order requiring the immediate cessation of anactivity. However, upon
request by the licensee or registrant, a hearing shal be provided promptly after the issuance of such
suspension order.

(C) Grounds for Denid, Modification, Limitation, Revocation or Refusa to Renew a License or
Certificate of Regidration
(1) Spedific Grounds. The Department may issue an order denying, revoking, modifying, limiting,
or refusing to renew a license or certificate of registration sought or issued under 105 CMR
120.000 for any one of the following reasons:
(@& The applicantlicensee or regisrant has failed to submit the information required for
licensure or regigtration under 105 CMR 120.000.
(b) The gpplicant failed to meet the requirements for licensure or regigtration as specified in
105 CMR 120.000.
(©) The applicant, licensee or regigtrant is not suitable and responsible to operate afacility as
required or provide the service as licensed or registered.
(d) The gpplicant, licensee or registrant has obtained or attempted to obtain or maintain a
certificate of registration or license by fraud, misrepresentation, or by the submisson of
incorrect, fase or mideading information.
() Theapplicant, licensee or registrant has failed to pay licensure and/or regidiration fees.
(f) Theapplicant, licensee or regidtrant hasfaled to pay civil pendtiesor crimind fineslevied
in accordance with of M.G.L. c. 111, § 50 or § 5P and/or 105 CMR 120.000.
(@ Theapplicant, licensee or regidrant has
1. failed to dlow duly authorized agents of the Agency to conduct inspections; or
2. atempted to impede the work of duly authorized representatives of the Agency or the
enforcement of any provisonsof M.G.L. c. 111 88 5N through P or 105 CMR 120.000.
(h) The applicant, licensee or registrant has been convicted of, pleaded guilty to, or has, ina
judicid proceeding, admitted facts sufficient for a finding that he/she is guilty of, any crimind
violation relating directly or indirectly to his’her fitness to be licensed or registered under 105
CMR 120.000.
(i) Theapplicant, licensee or registrant has been the subject of proceedings which resulted in
the suspension, denid, modification, limitation, or revocation of asmilar license or certificate
of regidration or refusal of renewd of asmilar license.
() The applicant, licensee or registrant has been the subject of proceedings which were
ultimetely resolved by settlement agreement but which wereinitiated to suspend, deny, modify,
limit, or revoke or refuse renewal of a license, unless the Settlement Agreement contained
provisons which either:
a dated that the licensee, goplicant or registrant was not guilty of the violations he/she/it
was charged with or
b. provided that the charges or violations that were the subject of the Settlement
Agreement or the Settlement Agreement itsaf cannot be used in whole or in part asthe
basisfor any future licensing, regigtration or enforcement action by the Department.
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(k) Theapplicant, licensee or registrant has been disciplined in another jurisdiction in any way

by alicensng authority for reasons subgtantialy the same as those st forth herein.

() Theapplicant or licensee operated afacility after the expiration of the license.

(m) The gpplicant, licensee or registrant has failed to remedy or correct a cited violation by

the date specified in the written notice from the Department under M.G.L. c. 111, 8 50 or by

the date specified in the plan of correction accepted or modified by the Department, unlessthe

applicant, licensee or registrant demongtrates to the satisfaction of the Department that such

failure was not due to neglect of duty and occurred despite his’her good faith attempt to make

corrections by the specified time.

(n) The applicant or licensee has engaged in or aided in the falsification of test results.

(0) Theapplicant, licensee or registrant receives, possesses, Uses, transfers, ownsor operates

or uses radioactive materids or machines which emit ionizing radiation in a manner which

endangers public hedth, sefety, or the environment.
(2) Other Grounds The Department reserves the right to deny, modify, limit revoke or refuse to
review alicense or certificate of regigtration for any other sufficient reason not lisged in 105 CMR
120.016(C)(2) if it reasonably considers such action necessary to protect the public hedlth, safety
or theenvironment. In addition, nothing herein shal be deemed to limit the Department's authority
to establish or recognize further generd or specific grounds for discipline through rulemaking,
adjudication, the issuance of polices or advisories or other Smilar means.

(D) Seveity of Vidldions.

(1) Regulaory requirements have varying degrees of safety or environmentd significance.
Therefore, the rdative importance of each violation must be identified as the first sep in the
enforcement process. Violations are categorized in terms of five levels of severity to show their
relative importance within each of the following five activity aress

(@ Hedth Physics,

(b) Trangportation;

() Materids Operations,

(d) Miscdlaneous Matters, and,

(¢) Emergency Preparedness.
(2) Within each activity area, Severity Leve | has been assigned to violations that are the most
ggnificant and Severity Level V to those that are the least Sgnificant. Severity Leve | and |1
violations are of very significant regulatory concern. Ingenerd, violationsthat areincluded in these
categories involve actud or high potentid impact on the public. Severity Levd 11l violaions are
cause for sgnificant concern. Severity Levd IV violaions are less serious but are of more than
minor concern; i.e. if left uncorrected, they could lead to amore serious concern. Severity Level
V violaions are of minor safety or environmenta concern.
(3) Comparisons of significance between activity areas are ingppropriate. For example, the
immediacy of any hazard to the public associated with Severity Leve | violationsin Hedlth Physics
is not directly comparable to that associated with Severity Leve | violations in Emergency
Preparedness.
(4) While examples are provided in 105 CMR 120.019: Appendix A for determining the
gopropriate severity levd for violationsin each of the five activity areas, the examples are neither
exhaudtive nor controlling. Theseexamplesdo not creste new requirements. Each of theexamples
is predicated on aviolation of an exigting regulatory requirement. Eachisdesigned toillugtrate the
ggnificance which the Depatment places on a paticular type of violation of regulatory
requirements.
(5) Ineach case, the severity of aviolation will be characterized at the level best suited to the
ggnificance of the particular violation. 1n some cases, violations may be evaduated in the aggregate
and asngle severity level assgned for agroup of violaions.
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(6) The severity leve of aviolation may beincreased if the circumstances surrounding the matter
involve careless disregard of requirements, deception, or other indication of willfulness. Theterm
"willfulness' indudes, but is not limited to, the ddliberate violation of any provison of M.G.L. c.
111, 88 3, 5M, 5N, 50, and 5P or careless disregard of the requirementsof M.G.L. c. 111, 88
3, 5M, 5N, 50, and 5P. Willfulness does not include actswhich do not riseto theleve of careless
disregard, e.g. inadvertent clerica errorsin adocument submitted to the Agency. In determining
the specific severity leve of a violaion involving willfulness, consderation will be given to such
factors as the position of the person involved in the violation (e.g., firgt-line supervisor or senior
manager), the significance or any underlying violation, the intent of the violator (i.e. negligence not
amounting to careless disregard, careless disregard, or deliberateness), and the economic
advantage, if any, gained as a result of the violation. The reative weight given to each of these
factorsin arriving a the gppropriate severity leve will be dependent on the circumstances of the
violation.

(7) The Agency expects licensees to provide complete, timely, and accurate information and
reports. Accordingly, unless otherwise categorized in 105 CMR 120.019: Appendix A the
severity leve of aviolation involving the falure to make a required report to the Agency will be
based upon the Sgnificance of and the circumstances surrounding the matter that should have been
reported. A licensee will not normdly be cited for a failure to report a condition or event unless
the licensee was actudly aware of the condition or event which it falled to report. However, the
severity level of an untimely report, in contrast to no report, may be reduced depending on the
circumstances surrounding the matter.

(E) Enforcement Procedures.

(1)@ Noticeof Violation. Whenever the Agency finds upon inspection, investigetion of
acomplaint or through information in its possession that an gpplicant, licensee or regigrant is
not in compliance with provisons of M.G.L. c. 111, 88 5N through 5P or a regulation
promulgated thereunder, the Agency shal notify the applicant, licensee or registrant of such
violation or deficiency. The notice shdl include a statement of the violations or deficiencies
found, the provision of the law rdied upon, and areasonable period of timefor correction. A
violationor deficiency may result in denia, suspension, revocation or refusal to renew alicense
or certificate of regigtration; amodification or limitation of alicense or certificate of regigtration;
acease and desis order; and/or the imposition of acivil penaty and/or crimina sanctions.
(b) Confirmatory Action Letters. The Agency may issue Confirmatory Action Letters
confirming alicensee' s, regigrant’s, or vendor’ s agreement to take certain actions to remove
sgnificant concerns about health and safety, safeguards, or the environmen.

(2) Hanof Correction.

(@ Thegpplicant, licensee or regigtrant shall within ten days of receipt of the notice, file with
the Agency awritten plan of correction. Theplan shall clearly identify thelicensee or registrant,
state the date, referencethe violation or deficiency cited, state specific corrective action(s) and
timetable(s) and date(s) for completion for each deficiency cited, and shal be signed by either
the applicant, licensee or regigtrant or hisher designee.

(b) The Agency may re-ingpect afacility in order to determine whether the corrections have
been made. If upon review of plan of correction and/or reingpection the Agency findsthat the
applicant, licensee or regidrant is in compliance with 105 CMR 120.000 and/or thet the
gpplicant, licensee or registrant has submitted an acceptable plan of correction, the Agency
shdl notify the gpplicant, licensee or registrant of its findings of compliance and/or its
acceptance or modification of the plan of correction.

(¢) If upon review of plan of correction and/or reingpection the Agency finds the plan of
correction is unacceptable, the Agency may request that the gpplicant, licensee or registrant
amend and resubmit the plan of correction within five days of the date of notice or such other
time as the Agency may specify for resubmission.

(d) If upon review of the plan of correction and/or reingpection the Agency determines that
an applicant, licensee or registrant remains non-compliant with gpplicable laws and regulations
regarding licensure, the Department may initiate enforcement procedures as set forth below.
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Notice of Department's Intent to Issue an Order.
(@ Prior to the Department issuing an order to modify, limit,deny, revoke or refuseto renew
alicense, and/or to require a person to cease and desist any activity, and/or to impose civil
pendlties, the gpplicant, licensee or registrant shal be natified in writing of the grounds for the
Department's action, the provison(s) of law relied upon, the amount of any civil pendty, and
his/her right to request an adjudicatory proceeding and/or judicia review.
(b) If alicense or cetificate of regidration is to be denied, modified, limited, revoked or
refused renewd or if an activity isto be ceased or acivil pendty imposed by the Department,
then the aggrieved gpplicant, licensee or registrant may request an adjudicatory hearing within
21 days of receipt of notification of the Department's Intent to Issue an Order. Said request
dhdl befiled inaccordancewith Standard Adjudicatory Rulesof Practice and Procedures, 801
CMR 1.01 et seq.
Adminidretive Hearings. Procedure.
(@& Suspension of a License or Certificate of Registration or Issuance of an Order to
Immediately Cease an Activity:
1. TheDepartment shal givethelicensee or registrant written notice stating the reason(s)
for the suspension or issuance of an order to immediately cease an activity and the
provisons of law relied upon. The suspension or order to immediately cease an activity
shall take effect immediately upon issuance of the notice.
2. The Department shal provide for a hearing pursuant to 80l CMR 1.01 et seq.
promptly after the issuance of an order of sugpension or an order to immediately cease an
activity.
3. Incases of suspension of alicenseor certificate of registration or issuance of an order
to immediately cease an activity, the Hearing Officer shal determine whether the
Depatment has proved by a preponderance of the evidence that there existed,
immediately prior to or a the time of the suspenson or cease and desist order, athrest to
public hedth, safety or the environment.
4. Inthe event that the Department determines that the violation of state law or of 105
CMR 120.000 which posed a threst is corrected prior to the decision of the Hearing
Officer, the Department may lift the sugpension by giving written notice to the licensee or
registrant.
(b) Denid, Modification, Limitation, Revocation, or Refusal to Renew aLicenseor Certificate
of Regigtration Based on Failure to File Reports or Pay Fees or Maintain Insurance: No
hearing shal be afforded where denid, modification, limitation, revocation, suspenson or
refusa to review is based solely upon falure of the licensee or regigtrant to file timely reports,
schedules or applications or to pay lawfully prescribed fees, or to maintain insurance coverage
as required by any law or regulation.
(c) Denid, Modification, Limitation, Revocation or Refusd to Renew aLicenseor Certificate
of Regigration; Ordersto Cease an Activity; Civil Pendties.
1. All adjudicatory proceedings shall be conducted in accordance with M.G.L. c. 30A
and the Standard Adjudicatory Rules of Practice and Procedure, 801 CMR 1.01 et seq.
2. Except for circumstances specified in 105 CMR 120.016(E)(4)(b), if the Department
determines that alicense or certificate of regigration should be denied, modified, limited,
revoked, or refused renewd, and/or that a facility should cease an activity, and/or that a
civil pendty should be imposed, and if the Department natifies the gpplicant, licensee or
regisrant of its intended action, upon receipt of a Notice of Clam for an Adjudicatory
Proceeding, the Department shdl initiate a hearing pursuant to 801 CMR 1.01 et seq.
3. The Hearing Officer shal determine whether the Department has proved by a
preponderance of the evidence that the license or certificate of regidtration should be
denied, modified, limited, revoked or refused renewdl; that an activity should be ceased;
and/or that acivil pendty be imposed based on relevant facts as they existed at or prior
to the time the Department initiated the hearing procedure.
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4. If the Hearing Officer finds any single ground for denia, modification, limitation,
revocation, suspension, or refusa to renew a license or certificate of regidtration; for a
cessation of an activity; and/or for imposition of a civil pendty, then the Hearing Officer
shdl render arecommended decison affirming the issuance of the Department's Order.
(d) Public Hedlth Council and Judicid Review:
1. The recommended decison of a Hearing Officer in any adjudicatory proceeding
conducted under 105 CMR 120.000 shall be reviewed by the Commissioner and the
Public Hedlth Council. Their decison upon this review shal conditute a final agency
decison in an adjudicatory proceeding subject to judicia review pursuant to M.G.L. c.
30A § 14.
2. Any applicant, licensee or regidrant that fails to exercise its right to an adjudicatory
proceeding under 105 CMR 120.000 waives bothitsright to administrative review by the
Commissoner and the Public Hedlth Council and its right to judicid review pursuant to
M.G.L. c. 30A §14.

(F) Civil Pendlties

(1) If the Department determines, after anotice has been issued and an opportunity for ahearing
has been provided, that a licensee, registrant or vendor has not complied with an order issued
pursuant toM.G.L. c. 111 8 50 or with any provison of M.G.L. c. 111 88 5N through 5P or with
any gpplicable rule, regulation, license or certificate of regisiration adopted or issued thereunder,
the Department, in lieu of, or in addition to suspending, denying, modifying, limiting, revoking, or
refuang renewd of alicense or certificate of registration, may assess civil pendties in an amount
not exceeding $100,000 per violation. Such civil pendty may be assessed whether or not the
violaion was willful.
(2) Gengdly, civil pendties are imposed for Severity Levd | violations and if mitigating
circumstances are absent, for Severity Levd 11 violations. Civil pendties are consdered for
Severity Leve |11 vidlations, and may be imposed for Severity Leved 1V violationsthat are smilar
to previous violations for which the licensee did not take effective corrective action.
(3) Ingpplying thisguidancefor Severity Leve IV violaions, the Agency normaly consderscivil
pendties only for smilar Severity Leve IV violationsthat occur after the date of the last ingpection
or within two years, whichever period is gregter.
(4) Civil pendtieswill normaly be assessed for known and conscious violations of the reporting
requirements of 105 CMR 120.000 and for any willful violation of any Agency requirement
induding those a any severity leve.
(5) Payment of civil pendtiesimposed under M.G.L. c. 111, 8 50 shdl be made by check, draft,
or money order payable to the Commonwedth of Massachusetts, and mailed to: Radiation
Control Program, 174 Portland Street, Boston, MA 02114.
(6) Factorsin Determining the Amount of Pendty. In determining the amount of the civil pendlty,
the Department shal consder the following:

(@ Thewillfulness of the violation;

(b) Theactud and potentid danger to the public hedth or the environment;

(¢) Theactud or potential costs of such danger to the public hedlth or the environment;

(d) Theactud or potentia damage or injury to the public hedth or environment;

(6) Theactud and potentia cost of such damage or injury;

() Theactud or potentia cost to the Commonwedth of enforcing provisions of 105 CMR

120.000;

(99 Whether the person being assessed the civil pendty did everything reasonable to prevent

falureto, to comeinto compliance promptly, and to remedy and mitigate whatever harm might

have been done as aresult of the failure to comply;

(h) Whether the person being assessed the civil pendty has previoudy falled to comply with

any order issued pursuant to M.G.L. c. 111, 88 5N through 5P or any rule or regulation

adopted hereunder;

(i) Whether impogtion of acivil pendty islikely to deter future non-compliance;

() Thefinancid condition of the person being assessed the civil pendty; and,

(k) The public interest.
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(G) Escdation of Enforcement Sanctions.

(1) The Department consders violations of Severity Levels I, Il or Il to be of sgnificant
regulatory concern. If seriousviolations occur, the Department will, where necessary, issue orders
in conjunction with civil pendties to achieve immediate corrective actions and to deter further
recurrence of serious violaions. The Department carefully consders the circumstances of each
case in selecting and gpplying the sanction(s) gppropriateto the casein accordancewith thecriteria
described in 105 CMR 120.016(D).

(2) Normaly, the progression of enforcement actionsfor smilar violationswill be based on smilar
violations a an individud facility and not on Smilar violations under the same license. However,
it should be noted that under some circumstances, e.g., where there is common control over some
facet of facility operations, Smilar violations may be charged even though the second violation
occurred at a different facility or under adifferent license. For example, ahedth physicsviolation
a onedivison of adud unit hospitd that repests an earlier violation of the other divison might be
considered Smilar.

(H) Crimina Enforcement. The Department may elect to enforce any section of the regulations or
provison of M.G.L. c. 111, § 5P by seeking to have crimina sanctions imposed. Any person who
violatesM.G.L. c. 111, 8 5N or § 50 or any rule, regulation, license, registration, or order adopted
or issued under said M.G.L. c. 111, § 5N or § 50 shdl be fined not less than $100 nor more than
$2,000, or beimprisoned for aperiod of not morethan two years, or both. Any person who continues
to violate the provisions of the aforementioned laws after due notice by the Department shdl be fined
not less than $1,000 nor more than $20,000 or be imprisoned for aperiod of not more than 20 years,
or both. After due notice has been issued by the Department, each day of such violation shdl condtitute
a separate offense.

(1) Judicid Enforcement. The Department may apply directly to the Supreme Judicid Court or
Superior Court to enforce any provision of M.G.L. c. 111, 88 5N through 5P and/or any rule or
regulation, license, registration, or order adopted and issued thereunder by the Department. When a
person isengaged in or about to engage in any act or practice which congtitutes or will conditute a
violation of such provison, rule, regulation, license, regidration, or order, the Department may seek
to restrain such act or practice or the use or occupation of premises or parts thereof or such other
equitable reief as public health and safety requires.

(9 Nonexclusivity of Enforcement Procedures. None of the enforcement procedures contained in

105 CMR 120.000 are mutudly exclusve. Any enforcement procedures may be invoked
smultaneoudy if the Situation so requires.

120.017: Severability

The provisions of 105 CMR 120.000 are severable. If any section, subsection, paragraph or
provisonis declared uncondtitutiond or invaid by a court of competent jurisdiction, the vaidity of the
remaining provisions shal not be so affected.

120.018: Public Disclosure of Enforcement Actions

In accordance with M.G.L. c. 30A, the Adminidtrative Procedures Act, al enforcement actions
and licensees responses are publicly available for ingpection. In addition, pressreleases are generaly
issued for civil penaties related to violations at Severity Leve 1, 11, or 11l. Press releases are issued
a the time of the order or the proposed imposition of the civil pendty.

120.019:  Appendix A -- Severity Categories

7/9/99

The following examples of severity levels are naither exhaudtive nor controlling. They reflect only
the seriousness of the violation and not the intent of the violator, the history of the violator, the amount
necessary to deter future violations, or efforts to correct the violation.
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(A) Seveity Leve 1 -- Mogt Significant Vidlations.

(1) Hedth Physics
(& Single exposure of aworker in excess of 25 rems of radiation to the whole body, 150
rems to the skin of the whole body, or 375 rems to the feet, ankles, hands or forearms,
(b) Annua wholebody exposure of amember of the publicin excessof 2.5 remsof radiation;
(c) Release of radioactive materid to an unredtricted areain excess of ten timesthe limits of
105 CMR 120.253;
(d) Disposa of licensed materid in quantities or concentrationsin excess of tentimesthelimits
of 105 CMR 120.253;
(&) Exposure of aworker in redtricted areas of ten timesthe limits of 105 CMR 120.212.

(2) Trangportation
(& Annuad whole body radiation exposure of amember of the public in excess of 0.5 rems
of radiation; or,
(b) Breach of package integrity resulting in surface contamination or externd radiation levels
in excess of ten times the Agency limits.

(3) Maerids Operations.
(8) Radiationlevds, contamination levels, or releasesthat exceed ten timesthe limits specified
inthelicense;
(b) A system designed to prevent or mitigate a serious safety event not being operable when
actudly required to perform its design function.

(4) Miscdlaneous Métters.
(@ A Materia Fase Statement (MFS)! in which the statement made was ddliberately fase;
(b) Fddfication of records which the Agency requires be kept of sgnificant information in
which the records were ddliberatdly fasified by or with the knowledge of management; or,
(¢) A knowing and intentional failure to provide any notice required by 105 CMR 120.000.
(d) Possession of licensable quantities of radioactive materia without a license, or loss of
control of asource of radiation.
() Refusing authorized Agency personnd access to facilities, records and/or equipment to
conduct ingpections or investigations.

(5) Emergency Preparedness. In an emergency, licensee failure to promptly:
(@ correctly identify the event;
(b) make required natifications to responsible Federd, State, and locd agencies; or
() respond to the event (e.g., assess actud or potentia offsite consequences, activate
emergency response fadilities, and augment shift saff).

(B) Seveity Leve 1l -- Very Sgnificant Vidlations.

(1) Hedth Physics
(& Single exposure of aworker in excess of 5 rems of radiation to the whole body, 30 rems
to the skin of the whole body or 75 rems to the feet, ankles, hands or forearms;
(b) Annua whole body exposure of amember of the publicin excessof 0.5 remsof radiation;
() Releaseof radioactive materid to an unredricted areain excess of five timesthe limits of
105 CMR 120.222;
(d) Failureto makeanimmediate notification asrequired by 105 CMR 120.282(A), and (B);

SIMMININIMIMIM)

In essence, aMaterid False Statement is a satement that is false by omission or commission and
isrelevant to the regulatory process. As can be seen in the examples, in determining the specific
sverity levd of a violaion involving materid fase statements or fagfication of records,
condderation will be given to such factors as the postion of the person involved in the violation
(e.g., firgt line supervisor or senior manager), the sgnificance of the information involved, and the
intent of the violator (i.e., negligence not amounting to careless disregard or deliberateness). The
relative weight given to each of these factors will be dependent on the circumstances of the
violation.
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() Disposd of licensematerid in quantities or concentrationsin excess of fivetimesthelimits
of 105 CMR 120.253;
(f) Exposure of aworker in restricted areas in excess of five times the limits of 105 CMR
120.212.
(@99 Anx-ray sysem having amafunction such that inadvertent exposures could occur e.g.,
a system such that when the exposure switch is activated, not one but repeated exposures
occur, or the timer fails to terminate exposure, or exposure initiated without utilizing the
exposure switch.
(h) A fluoroscopic x-ray system with a tabletop entrance exposure rate of greater than or
equd to 25 R/min. a the point where the center of the useful beam enters the patient, except:
a During recording of fluorascopic images, or,
b. When an optiond high level contral is activated.
(i) A fluoroscopic system such that the entire x-ray beam is not intercepted by the primary
protective barrier; or,
() Therapy systems which exhibit excessve leskage and/or inoperable door interlocks,
shutters, timers, etc.
(k) Thergpy system, with improper operator/patient communication/observation.
Transportation.
(& Breach of package integrity resulting in surface contaminationor externd radiation levels
in excess of Agency requirements,
(b) Surface contamination or externd radiation levelsin excess of fivetimes Agency limitsthat
did not result from a breach of package integrity; or,
() Failure to make required initid notifications associated with Severity Leve | or |l
violaions
Materid Operations.
(8) Rediaionleves, contamingtion levels, or releasesthat exceed fivetimesthelimits specified
in the license; or,
(b) A system designed to prevent or mitigate a serious safety event being inoperable.
Miscellaneous Métters.
(@ A MFS, or areporting falure, involving information which, had it been available to the
Agency and accurate at the time the information should have been submitted, would have
resulted in regulatory action or would likdly have resulted in the Agency seeking further
informetion;
(b) A MFSin which the false satement was made with careless disregard.
(c) Ddiberaefdsfication of recordswhich the Agency reguires be kept involving sgnificant
informetion; or,
(d) A falureto provide the notice required.
(e) Failureto register sources of radiation or services as required by 105 CMR 120.000.
(f) Action by management to discriminate againgt an employeefor attempting to communicate
or for actudly communicating with the Agency.
Emergency Preparedness. Licensee failure to meet or implement more than one emergency

planning standard involving assessment or notification.

(C) Seveity Leve Ill --- Significant Violaions.

@
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Hedth Physics

(& Singleexposure of aworker in excess of 3 rems of radiation to the whole body, 7.5 rems
to the skin of the whole body, or 18.75 rems to the feet, ankles, hands or forearms;

(b) A radiation leve in an unrestricted area such that an individual could receive greater than
100 millirem in aone hour period or 500 millirem in a seven consecutive days,

(c) Falureto makea24-hour notification asrequired by 105 CMR 120.281 or animmediate
notification required by 105 CMR 120.282;

(d) Substantia potentia for an exposure or rleasein excess of 105 CMR 120.200, whether
or not such exposure or release occurs (e.g., entry into high radiation areas, such as under
reactor vessdls or in the vicinity of exposed radiographic sources, without having performed
an adequate survey, operation of aradiation facility with a nonfunctioning interlock system);
() Releaseof radioactive materid to an unrestricted arealin excess of the limitsof 105 CMR
120.222;
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(f) Improper disposal of licensed materia not covered in Severity Level | or II;
(9) Exposure of worker in restricted areas in excess of the limits of 105 CMR 120.212;
(h) Reeasefor unrestricted use of contaminated or radioactive materid or equipment which
poses aredigtic potentid for significant exposure to members of the public, or which reflects
aprogrammatic (rather than isolated) weaknessin the radiation control program;
() Cumulative worker exposure above regulatory limits when such cumulative exposure
reflects a programmatic, rather than an isolated weakness in radiation protection;
() Conduct of licensee activities by atechnicaly unqudified person;
(k) Sgnificant fallure to control licensed materid,;
() Fallureto use exposure reduction devices properly (e.g., collimators, filtration);
(m) For afluoroscopic system where the maximum alowable tabletop exposure rate is 5
R/min., test values of greater than or equa to 7 R/min. (uncorrected), but lessthan 25 R/min.
Correspondingly, for a maximum dlowable rate of 10 R/min., test values of grester than or
equa to 14 R/min. (uncorrected) but less than 25 R/min. are included.
(n) A radiographic x-ray sysem having positive beam limitation where the x-ray field Szein
the plane of theimage receptor, whether automaticaly or manudly adjusted, issuch that either
the length or the width of the x-ray field differsfrom that of theimage receptor by grester than
10% of the SID when the equipment indicates that the beam axisis perpendicular to the plane
of the image receptor.
(0) Intreora denta systems capable of operations in the above 50 kVp range for which the
fidd Sze at the conetip is greater than or equd to nine centimeters or which exhibit aminimum
SSD lessthan 16 centimeters.
(p) Dentd radiogrgphic sysemsin which it ispossbleto produce x-rayswith thetimer inthe
zero or off pogtion.
(@ Mammographic x-ray systems in which the edge of the x-ray field at the chest wall
extends beyond the edges of the image receptor by more than 5% of the source to image
receptor distance.
() Therapy sysems which fal to maintain proper surveys, cdibrations, spot checks or
operating procedures.
Transportation.
(@ Breach of package integrity;
(b) Surfacecontamination or externd radiation levelsin excess of, but lessthan afactor of five
above Agency requirements that did not result from a breach of package integrity;
(¢) Any noncompliancewith labeling, placarding, shipping paper, packaging loading, or other
requirements that could reasonably result in the following:
a Improper identification of the type, quantity, or form of materid;
b. Failure of the carrier or recipient to exercise adequate contrals; or,
c. Substantiad potential for personnd exposure or contamination, or improper transfer of
materid; or,
(d) Failureto make required initid notification associated with Severity Leve 111 violations.
Materias Operations.
(& Failure to control access to licensed materids for radiation purposes as specified by
Agency requirements,
(b) Possesson or use of unauthorized equipment or materias in the conduct of licensee
activities which degrades sdfety;
(©) Useof radioactive materid on humans where such useis not authorized;
(d) Conduct of licensad ectivities by atechnicaly unquaified person;
() Radiation leves, contamination levels, or reases that exceed the limits specified in the
license; or,
() Medicd therapeutic misadministrations.
(9) Failureto obtain appropriate Agency approva before moving to anew useand/or storage
location.
Miscellaneous Métters.
(@ AnMFS not amounting to a Severity Levd | or |1 violation; or,
(b) Ddiberatefddfication, or fasfication by or with the knowledge of management of records
which the Agency requires be kept that did not involve sgnification information.
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120.019:; continued

(5) Emergency Preparedness. Violations of lesser severity than Severity Levd |1 violations.

(D) Severity Leve IV -- Violdtions.

(1) Hedth Physics
(@ Exposuresin excess of the limits of 105 CMR 120.211 not congtituting Severity Leve |,
1, or 11l violations;
(b) A radiation levd in an unrestricted areasuch that an individual could receive greater than
two millirem in aone-hour period or 100 millirem in any seven consecutive days,
(c) Failureto make a 30-day notification required by 105 CMR 120.283;
(d) Failure to make afollow-up writtenreport as required by 105 CMR 120.281, 120.287
and 120.750; or,
(&) Any other matter that has more than minor safety or environmental significance.
() A capacitor storage radiographic system such that the standby radiation isgrester than 3.0
mR/hr, but less than 25 mR/hr.
(9 Sysems equipped with positive beam limiting devices which do not alow thefidld Szeto
be reduced to a size less than that of the image receptor.
(h)  Systems equipped with positive beam limiting devices which do not provide for an
automatic return to PBL from areduced fidd size.
(i) Mobile radiographic systems for which the minimum source to skin distance is less than
27.5 centimeters.
() Mammographic systems manufactured after October 1977 for which the edges of the
x-ray field on the right or left sides extend beyond the edges of the image receptor. If
manufactured prior to November 1977 and the edges of the x-ray field on either sde extend
beyond the edge of the image receptor by more than 5% of the SID.

(2) Trangportation.
(8) Package selection of preparation requirementswhich do not result in abreach of package
integrity or surface contamination or externa radiation levelsin excessof Agency requirements,
or,
(b) Other violations that have more than minor safety or environmenta sgnificance.

(3) Materid Operdtions.
(&) Falureto maintain patients hospitalized who have cobat-60, cesum-137, or iridium-192
implants or to conduct required leakage or contamination tests, or to use properly calibrated
equipment;
(b) Other violations that have more than minor safety or environmenta significance; or,
(¢) Falureto report medica diagnostic misadministrations.

(4) Miscdlaneous Métters.
(@ A fase gatement caused by an inadvertent dericad or smilar error involving information
which, had it been availableto the Agency and accurate & the timetheinformation should have
been submitted, would probably not have resulted in regulatory action or the Agency seeking
additiond informetion.
(b) Unless specified in amore severe category, changes in procedures or other conditions
of alicense or certificate of regigration of which the Agency was not informed (e.g., change
of address, expiration of certificate of registration); or,

(5) Emergency Preparedness. Violations of lesser severity than Severity Leve [11 violations.

(E) Seveity Levd V -- Minor Violations.

(1) Hedth Physics
(& For afluoroscopic x-ray system where the maximum alowable tabletop exposurerateis
5 R/min,, test vaues of greater than 5.0 R/min. (uncorrected), but less than 7.0 R/min.
Correspondingly, if the maximum allowable tabletop exposurerateis 10 R/min., test values of
greater than 10.0 R/min. (uncorrected) but less than 14.0 R/min. are included.
(b) Other violations that have minor safety or environmental significance.

(2) Transportation. Other violations that have minor safety or environmenta significance.

(3) Materids Operdtions. Other violaionsthat have minor safety or environmenta sgnificance.

(4) Miscdlaneous Matters. Other violationsthat have minor safety or environmenta significance.
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(5) Emergency Preparedness. Other violations that have minor safety or environmentd
sgnificance.
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